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DETAILED ACTION 

1 . This action is in response to the amendment filed July 8, 2004. Applicants arguments 
and amendments have been fully considered but are not persuasive to overcome all 
grounds of rejection. All rejections/objections not reiterated herein are hereby 
withdrawn. This action is made final. 

Election/Restrictions 

2. Claims 62-84 and 87-94, as well as the subject matter of claim 61(b), are withdrawn 
from further consideration pursuant to 37 CFR 1.142(b), as being drawn to a nonelected 
invention, there being no allowable generic or linking claim. Applicant timely traversed 
the restriction (election) requirement in the response of October 22, 2001. In this 
response, Applicants elected the invention of claim 61(a), nucleic acids comprising a 
BRCA2 gene containing a thymidine at a position in exon 15 corresponding to 
nucleotide 171 of SEQ ID NO: 2. 

Claims 85 and 86 have been cancelled. Claims 61 and newly added claims 95- 
101 have been examined herein. Claims 62-84 and 87-94 are withdrawn from 
consideration. 

Claim Objections 

3. Claim 96 is objected to because of the following informalities: 

In claim 96, “nucleic acid molecule of of claim 61” should read “nucleic acid 
molecule of claim 61.” 


Claim Rejections - 35 USC §112 
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4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 

claiming the subject matter which the applicant regards as his invention. 

Claims 61 and 95-101 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

A. Claims 61 and 95-101 are indefinite over the recitation of “corresponding” 
because this is not an art recognized term and the specification does not provide a clear 
definition for this term. It is not clear if “corresponding” refers to the identical nucleotide 
position, a complementary nucleotide position or a nearby nucleotide position. 
Additionally, the claims do not clearly define the variation with respect to the overall 
BRCA2 gene. That is, defining the sequence variation with respect to a position in SEQ 
ID NO: 2 does not clearly define the variation with respect to the claimed nucleic acid 
comprising the BRCA2 gene. The claims should be amended to clarify the location of 
the variation with respect to exon 15 and the BRCA2 gene. 

It is noted that in the response filed July 8, 2004, Applicants did not specifically 
address this rejection. Accordingly, the rejection is maintained for the reasons stated 
above. 

THE FOLLOWING CONSTITUTE NEW GROUNDS OF REJECTION NECESSITATED 
BY APPLICANTS AMENDMENTS TO THE CLAIMS: 

B. Claims 61 and 95-101 are indefinite and confusing because the claim recites 
the language of “selected from the group consisting of,” however, the claim does not 
recite a group. Rather, the claim recites only a single nucleotide variation. This rejection 
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may be overcome by amendment of the claims to recite, for example, “containing a 
nucleotide variation wherein the nucleotide variation is a thymidine at a position...” 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 61 and 95-101 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Holt (U.S. Patent No. 5,891,857; cited in the IDS). 

Holt teaches isolated BRCA2 nucleic acids having a T at a nucleotide position 
which corresponds to position 199 of SEQ ID NO: 2 (see sequence comparison printout 
of present SEQ ID NO: 2 and SEQ ID NO: 3 of Holt - particularly position 7804 in SEQ 
ID NO: 3 of Holt). The recitation in the claims of “a thymidine at a position in exon 15 
corresponding to nucleotide 199 of SEQ ID NO: 2” does not clarify the position of the 
thymine relative to the full length nucleic acid that is claimed. Since Holt teaches a 
sequence in which there is a T at a position that corresponds to position 199 of SEQ ID 
NO: 2, Holt is considered to teach the claimed nucleic acids. Further, Holt (see, for 
example, column 5) teaches cloning the BRCA2 gene into a vector and transforming 
host cells with vectors containing the BRCA2 gene. Holt also teaches methods of 
making recombinant BRCA2 proteins wherein the methods comprise transforming host 
cells with vectors comprising the BRCA2 nucleic acid of SEQ ID NO: 3 and fragments 
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thereof and synthesizing BRCA2 proteins. Accordingly, Holt anticipates the claimed 
invention. 

6. Claims 61 and 95-101 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Futreal (U.S. Patent No. 6,045,997; cited in the IDS). 

Futreal teaches isolated BRCA2 nucleic acids having a T at a nucleotide position 
which corresponds to position 199 of SEQ ID NO: 2 (see sequence comparison printout 
of present SEQ ID NO: 2 and SEQ ID NO: 1 of Futreal - particularly position 1399 in 
SEQ ID NO: 1 of Futreal). The recitation in the claims of “a thymidine at a position in 
exon 1 5 corresponding to nucleotide 199 of SEQ ID NO: 2” does not clarify the position 
of the thymine relative to the full length nucleic acid that is claimed. Since Futreal 
teaches a sequence in which there is a T at a position that corresponds to position 199 
of SEQ ID NO: 2, Futreal is considered to teach the claimed nucleic acids. Further, 
Futreal (see, for example, column 1 1) teaches cloning the BRCA2 gene into a vector 
and transforming host cells with vectors containing the BRCA2 gene. Futreal also 
teaches methods of making recombinant BRCA2 proteins wherein the methods 
comprise transforming host cells with vectors comprising the BRCA2 nucleic acid of 
SEQ ID NO: 3 and fragments thereof and synthesizing BRCA2 proteins. Accordingly, 
Futreal anticipates the claimed invention. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Carla Myers whose telephone number is (571) 272- 
0747. The examiner can normally be reached on Monday-Thursday from 6:30 AM-5:00 
PM. A message may be left on the examiner's voice mail service. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Gary Benzion, 
can be reached on (571)-272-0782. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO’s Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO’s Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO’s PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 
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Carla Myers 
September 22, 2004 

CARLA J. MYERS J 

PRIMARY EXAMINER 
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